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10 CFR Ch. I (1–1–98 Edition)§ 32.27

1 It is the intent of this paragraph that as
the magnitude of the potential dose in-
creases above that permitted under normal
conditions, the probability that any individ-
ual will receive such a dose must decrease.
The probabilities have been expressed in gen-
eral terms to emphasize the approximate na-
ture of the estimates which are to be made.
The following values may be used as guides
in estimating compliance with the criteria:

Low—not more than one such failure per
year for each 10,000 exempt units distributed.

Negligible—not more than one such failure
per year for each one million exempt units
distributed.

the form of the byproduct material
contained in the product, the extent to
which the byproduct material may be
released to the environment, any in-
crease in external radiation levels, and
any other changes in safety features;

(13) The estimated external radiation
doses and dose commitments relevant
to the safety criteria in § 32.27 and the
basis for such estimates;

(14) A determination that the prob-
abilities with respect to the doses re-
ferred to in § 32.27(c) meet the criteria
of that paragraph;

(15) Quality control procedures to be
followed in the fabrication of produc-
tion lots of the product and the quality
control standards the product will be
required to meet; and

(16) Any additional information, in-
cluding experimental studies and tests,
required by the Commission.

[34 FR 6653, Apr. 18, 1969, as amended at 43
FR 6923, Feb. 17, 1978; 45 FR 38342, June 9,
1980]

§ 32.27 Same: Safety criteria.
An applicant for a license under

§ 32.26 shall demonstrate that the prod-
uct is designed and will be manufac-
tured so that:

(a) In normal use and disposal of a
single exempt unit, and in normal han-
dling and storage of the quantities of
exempt units likely to accumulate in
one location during marketing, dis-
tribution, installation, and servicing of
the product, it is unlikely that the ex-
ternal radiation dose in any one year,
or the dose commitment resulting from
the intake of radioactive material in
any one year, to a suitable sample of
the group of individuals expected to be
most highly exposed to radiation or ra-
dioactive material from the product
will exceed the dose to the appropriate
organ as specified in Column I of the
table in § 32.28.

(b) It is unlikely that there will be a
significant reduction in the effective-
ness of the containment, shielding, or
other safety features of the product
from wear and abuse likely to occur in
normal handling and use of the product
during its useful life.

(c) In use and disposal of a single ex-
empt unit and in handling and storage
of the quantities of exempt units likely
to accumulate in one location during

marketing, distribution, installation,
and servicing of the product, the prob-
ability is low that the containment,
shielding, or other safety features of
the product would fail under such cir-
cumstances that a person would re-
ceive an external radiation dose or dose
commitment in excess of the dose to
the appropriate organ as specified in
Column II of the table in § 32.28, and
the probability is negligible that a per-
son would receive an external radiation
dose or dose commitment in excess of
the dose to the appropriate organ as
specified in Column III of the table in
§ 32.28. 1

[34 FR 6654, Apr. 18, 1969]

§ 32.28 Same: Table of organ doses.

Part of body
Col-

umn I
(rem)

Col-
umn II
(rem)

Col-
umn III
(rem)

Whole body; head and trunk;
active blood-forming organs;
gonads; or lens of eye ........... 0.005 0.5 15

Hands and forearms; feet and
ankles; localized areas of skin
averaged over areas no larger
than 1 square centimeter ....... 0.075 7.5 200

Other organs .............................. 0.015 1.5 50

[34 FR 6654, Apr. 18, 1969]

§ 32.29 Conditions of licenses issued
under § 32.26: Quality control, label-
ing, and reports of transfer.

Each person licensed under § 32.26
shall:

(a) Carry out adequate control proce-
dures in the manufacture of the prod-
uct to assure that each production lot
meets the quality control standards ap-
proved by the Commission;

(b) Label or mark each detector and
its point-of-sale package so that:

VerDate 20<JAN>98 05:35 Feb 26, 1998 Jkt 179032 PO 00000 Frm 00476 Fmt 8010 Sfmt 8010 Y:\SGML\179032.TXT 179032-3


		Superintendent of Documents
	2015-01-28T14:58:41-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




